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DETAILED ACTION 

1 . Claims 1-6, 9, 12, 17, 21-23, 26-32, and 34 are pending in the application. 

2. In the prior action, mailed on January 29, 2008, claims 1-6, 9, 12, 17, 21-23, 26-32, and 
34 were pending; with claims 31 and 32 withdrawn from examination; and claims 1-6, 9, 12, 17, 
21-23, 26-30, and 34 rejected. 

3. In the Response of July 29, 2008, claim 17 was amended. 

4. Claims 1-6, 9, 12, 17, 21-23, 26-30, and 34 are under consideration. 

Information Disclosure Statement 

5. The information disclosure statement (IDS) submitted on July 29, 2008 is in compliance 
with the provisions of 37 CFR 1 .97. Accordingly, the information disclosure statement has been 
considered by the examiner. 

Claim Rejections - 35 USC § 112 

6. (Prior Rejection- Withdrawn) Claim 17 was rejected under 35 U.S.C. 1 12, second 
paragraph, as being indefinite for depending from cancelled claim 16. In view of the amendment 
of the claim, the rejection is withdrawn. 

Claim Rejections - 35 USC § 102/103 

7. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

8. (Prior Rejection- Maintained) Claims 1-6, 9, 12, 17, 21-23, 26-30, and 34 were rejected 
under 35 U.S.C. 103(a) as obvious over Lorence R (hereinafter "Lorence A", WO 99/18799A1) 
in view of Lorence R. (hereinafter "Lorence B," WO 94/25627A1), and, further in light of the 
teachings of Curtis et al. (U.S. 7083794) and Castracane et al. (U.S. 2005/0074901). Applicant 
traverses the rejection on two (related) grounds. 

The first argument is an assertion that those of ordinary skill in the art would not have 
been motivated to use the indicated method for desensitization against the therapeutic viruses 
because those in the art would not have expected such desensitization to maintain or improve the 
efficacy of the target therapeutic. In particular, the Applicant notes that the teachings of 
Castracane indicate that, while it was known that increasing dosages of drugs can induce 
tolerance, such also negates the therapeutic benefits of the drugs. 

The argument is noted, but is not found persuasive. The teachings of Castracane indicate 
that such negating tolerance is achieved through increasing the amount of the agent administered 
over time. However, the fact that the reference teaches the problem indicates that those in the art 
would have considered such in determining the number and dosages of desensitizing dosages 
administered to the patients. In view of such, and of the teachings of the Lorence references 
indicating that desensitizing dosages were nonetheless useful in limiting the toxicity of the 
administered virus, it would have been obvious to those of ordinary skill in the art to adjust the 
amounts and number of desensitizing dosages so as to minimize the side effects of the virus, 
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while retaining the therapeutic benefits of such. Those in the art would have had a reasonable 
expectation that desensitization could be used in the administration of the virus based on the data 
of Example 20 of the Lorence A reference, showing that desensitization occurred with the 
administration of prior (though not reduced) administrations, but indicating that the patients to 
whom the virus was administered benefited from the administrations. 

Thus, the teachings in the art merely indicate that those in the art would have known to be 
careful to adjust the desensitizing treatments to avoid the nullification of the therapeutic benefits. 
Nonetheless, the teachings in the Lorence references suggest the use of desensitization 
administrations as part of the therapy, and indicate that inclusion of such steps may be performed 
without a loss of therapeutic benefit. Applicant's argument is therefore not found persuasive. 



The second argument in traversal is an argument of unexpected results because those of 
ordinary skill in the art would not have expected the desensitization process of the present claims 
to retain or improve the therapeutic utility of the administered virus. However, for the reasons 
indicated above, it is not accepted that those in the art would have expected that use of 
desensitizing dosages according to the claims would of necessity result in a loss of therapeutic 
benefit. As such, the assertion of unexpected results on this basis is not found persuasive. 

The rejection is therefore maintained for the reasons above, and the reasons of record. 
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9. (Prior Rejection- Maintained) Claims 1-6, 9, 12, 17, 21-23, 26-30, and 34 were 
rejected under 35 U.S.C. 102(a) as anticipated by Pecora et al. (J. Clinical Oncology May 2002, 
Vol. 20, no. 9, pp. 2251-2266) or, in the alternative, under 35 U.S.C. 103(a) as obvious over in 
view of Lorence R. ("Lorence B"- WO 94/25627A1), and further in light of the teachings of 
Curtis and Castracane. The Applicant traverses this rejection on the same grounds as asserted 
with respect to the rejection over Lorence A and B above. For the same reasons as indicated 
above with respect to that rejection, the Applicant's arguments are not found persuasive over the 
rejection. In particular, it is noted that, like in Lorence A, the teachings of Pecora indicate that 
the administration of the virus achieved therapeutic reduction in tumors despite the use of 
escalating (i.e. desensitizing) dosages. See e.g., page 2264. The rejection is therefore maintained 
for the reasons above and the reasons of record. 

10. (Prior Rejection- Maintained) Claims 1-6, 9, 12, 17, 21-23, 26-30, and 34 were rejected 
under 35 U.S.C. 102(b) as anticipated by or, in the alternative, under 35 U.S.C. 103(a) as obvious 
over Lorence R ("Lorence C"- WO 006273 5 A2) in view of Lorence B, and further in light of the 
teachings of Curtis and Castracane. The Applicant traverses this rejection on the same grounds as 
asserted with respect to the rejection over Lorence A and B in view of Curtis and Castracane 
above. For the same reasons as indicated above with respect to that rejection, the Applicant's 
arguments are not found persuasive over the restated rejection. 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
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harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection is 
appropriate where the conflicting claims are not identical, but at least one examined application 
claim is not patentably distinct from the reference claim(s) because the examined application 
claim is either anticipated by, or would have been obvious over, the reference claim(s). See, e.g., 
In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 1 1 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In 
re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 
USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 

11. (Prior Rejection- Maintained) Claims 1-6, 9, 12, 17, 21-23, 26-30, and 34 were 
provisionally rejected on the ground of nonstatutory obviousness-type double patenting as being 
unpatentable over claims 1-7 and 1 1-12 of the copending Application No. 10,547,654 in view of 
the teachings of Lorence R (WO 006273 5 A2- the Lorence C reference), and further in light of 
the teachings of Curtis and Castracane. Applicant's arguments regarding the failure of the 
copending claims to teach the administration of at least three sequentially increasing doses is 
noted. However, the reference does teach the use of a desensitizing dose, and the argument 
ignores the teachings of the additional secondary references. It is noted that this is an 
obviousness type rejection. Thus, the precise limitations of the present claims need not be 
specifically identified in the present claims if they represent obvious variations of the copending 
claims. The Applicant further traverses this rejection on substantially the same grounds as 
asserted with respect to the obviousness rejections above. The arguments are not found 
persuasive for the reasons indicated in response to those arguments. 
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This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 

12. (Prior Rejection- Maintained) Claims 1 1-6, 9, 12, 17, 21-23, 26-30, and 34 were 
provisionally rejected on the ground of nonstatutory obviousness-type double patenting as being 
unpatentable overclaims 1-9, 14-15, 18-19 of copending Application No. 10,548,057 in view of 
Lorence R. (WO 0062735A2- the Lorence C reference), and further in light of the teachings of 
Curtis and Castracane. The Applicant traverses this rejection on substantially the same grounds 
as asserted with respect to the obviousness and double patenting rejections above. The arguments 
are not found persuasive for the reasons indicated in response to those arguments. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 

13. (Prior Rejection- Maintained) Claims 1-6, 9, 12, 17, 21-23, 26-30, and 34 were 
provisionally rejected on the ground of nonstatutory obviousness-type double patenting as being 
unpatentable over claims 1 and 5-17 of copending Application No. 10,700,143 in view of 
Lorence R. (WO 94/25627A1), and further in light of the teachings of Curtis and Castracane. 
Although claims 9-10 and 15 of the copending application have been cancelled, such does not 
overcome the rejection. The Applicant traverses this rejection on substantially the same grounds 
as asserted with respect to the obviousness and double patenting rejections above. The arguments 
are not found persuasive for the reasons indicated in response to those arguments. 
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This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 

14. (Prior Rejection- Maintained) Claims 1-6, 9, 12, 17, 21-23, 26-30, and 34 were 
provisionally rejected on the ground of nonstatutory obviousness-type double patenting as being 
unpatentable overclaims 118, 119, 120, 133, 149, 150 of copending Application No. 10,167,652 
n view of Lorence R. (WO 94/25627A1), and further in light of the teachings of Curtis and 
Castracane. The Applicant traverses this rejection on substantially the same grounds as asserted 
with respect to the obviousness and double patenting rejections above. The arguments are not 
found persuasive for the reasons indicated in response to those arguments. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 

15. (Prior Rejection- Maintained) Claims 1-6, 9, 12, 17, 21-23, 26-30, and 34 were 
provisionally rejected on the ground of nonstatutory obviousness-type double patenting as being 
unpatentable over claims over the teachings of the copending claims 157, 166, 174, 197-200, 
201, 210, 217, 230, 231, 232 of copending Application No. 09,958,809, in view of the teachings 
of Lorence R. (WO 006273 5 A2- the Lorence C reference), and further in light of the teachings of 
Curtis and Castracane. It is noted that the copending claims have been allowed, although have 
not yet been issued as a patent. The Applicant traverses this rejection on substantially the same 
grounds as asserted with respect to the obviousness and double patenting rejections above. The 
arguments are not found persuasive for the reasons indicated in response to those arguments. 
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This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 

16. (Prior Rejection- Maintained) Claims 1-6, 9, 12, 17, 21-23, 26-30, and 34 were rejected 
on the ground of nonstatutory obviousness-type double patenting as being unpatentable over the 
teachings of the claims 1-27 of U.S. Patent No. 7,056,689, in view of the teachings of Lorence 
R. (WO 006273 5 A2- the Lorence C reference), and further in light of the teachings of Curtis and 
Castracane. The Applicant traverses this rejection on substantially the same grounds as asserted 
with respect to the obviousness and double patenting rejections above. The arguments are not 
found persuasive for the reasons indicated in response to those arguments. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 

Conclusion 

17. No claims are allowed. 

18. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
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however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

19. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Zachariah Lucas whose telephone number is (571)272-0905. The 
examiner can normally be reached on Monday-Friday, 8 am to 4:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Bruce Campell can be reached on 571-272-0974. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Zachariah Lucas/ 

Primary Examiner, Art Unit 1648 



